
673

Centers for Medicare & Medicaid Services, HHS § 494.90 

(b) Standard: Frequency of assessment 
for patients admitted to the dialysis facil-
ity. (1) An initial comprehensive assess-

ment must be conducted on all new pa-

tients (that is, all admissions to a di-

alysis facility), within the latter of 30 

calendar days or 13 outpatient hemo-

dialysis sessions beginning with the 

first outpatient dialysis session. 

(2) A follow up comprehensive reas-

sessment must occur within 3 months 

after the completion of the initial as-

sessment to provide information to ad-

just the patient’s plan of care specified 

in § 494.90. 

(c) Standard: Assessment of treatment 
prescription. The adequacy of the pa-

tient’s dialysis prescription, as de-

scribed in § 494.90(a)(1), must be as-

sessed on an ongoing basis as follows: 

(1) Hemodialysis patients. At least 

monthly by calculating delivered Kt/V 

or an equivalent measure. 

(2) Peritoneal dialysis patients. At least 

every 4 months by calculating deliv-

ered weekly Kt/V or an equivalent 

measure.

(d) Standard: Patient reassessment. In

accordance with the standards speci-

fied in paragraphs (a)(1) through (a)(13) 

of this section, a comprehensive reas-

sessment of each patient and a revision 

of the plan of care must be conducted— 

(1) At least annually for stable pa-

tients; and 

(2) At least monthly for unstable pa-

tients including, but not limited to, pa-

tients with the following: 

(i) Extended or frequent hospitaliza-

tions;

(ii) Marked deterioration in health 

status;

(iii) Significant change in psycho-

social needs; or 

(iv) Concurrent poor nutritional sta-

tus, unmanaged anemia, and inad-

equate dialysis. 

§ 494.90 Condition: Patient plan of 
care.

The interdisciplinary team as defined 

at § 494.80 must develop and implement 

a written, individualized comprehen-

sive plan of care that specifies the serv-

ices necessary to address the patient’s 

needs, as identified by the comprehen-

sive assessment and changes in the pa-

tient’s condition, and must include 

measurable and expected outcomes and 

estimated timetables to achieve these 

outcomes. The outcomes specified in 

the patient plan of care must be con-

sistent with current evidence-based 

professionally-accepted clinical prac-

tice standards. 

(a) Standard: Development of patient 
plan of care. The interdisciplinary team 

must develop a plan of care for each pa-

tient. The plan of care must address, 

but not be limited to, the following: 

(1) Dose of dialysis. The interdiscipli-

nary team must provide the necessary 

care and services to manage the pa-

tient’s volume status; and achieve and 

sustain the prescribed dose of dialysis 

to meet a hemodialysis Kt/V of at least 

1.2 and a peritoneal dialysis weekly Kt/ 

V of at least 1.7 or meet an alternative 

equivalent professionally-accepted 

clinical practice standard for adequacy 

of dialysis. 

(2) Nutritional status. The inter-

disciplinary team must provide the 

necessary care and counseling services 

to achieve and sustain an effective nu-

tritional status. A patient’s albumin 

level and body weight must be meas-

ured at least monthly. Additional evi-

dence-based professionally-accepted 

clinical nutrition indicators may be 

monitored, as appropriate. 

(3) Mineral metabolism. Provide the 

necessary care to manage mineral me-

tabolism and prevent or treat renal 

bone disease. 

(4) Anemia. The interdisciplinary 

team must provide the necessary care 

and services to achieve and sustain the 

clinically appropriate hemoglobin/hem-

atocrit level. The patient’s hemo-

globin/hematocrit must be measured at 

least monthly. The dialysis facility 

must conduct an evaluation of the pa-

tient’s anemia management needs. For 

a home dialysis patient, the facility 

must evaluate whether the patient can 

safely, aseptically, and effectively ad-

minister erythropoiesis-stimulating 

agents and store this medication under 

refrigeration if necessary. The pa-

tient’s response to erythropoiesis-stim-

ulating agent(s), including blood pres-

sure levels and utilization of iron 

stores, must be monitored on a routine 

basis.
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(5) Vascular access. The interdiscipli-

nary team must provide vascular ac-

cess monitoring and appropriate, time-

ly referrals to achieve and sustain vas-

cular access. The hemodialysis patient 

must be evaluated for the appropriate 

vascular access type, taking into con-

sideration co-morbid conditions, other 

risk factors, and whether the patient is 

a potential candidate for arteriovenous 

fistula placement. The patient’s vas-

cular access must be monitored to pre-

vent access failure, including moni-

toring of arteriovenous grafts and 

fistulae for symptoms of stenosis. 

(6) Psychosocial status. The inter-

disciplinary team must provide the 

necessary monitoring and social work 

interventions. These include coun-

seling services and referrals for other 

social services, to assist the patient in 

achieving and sustaining an appro-

priate psychosocial status as measured 

by a standardized mental and physical 

assessment tool chosen by the social 

worker, at regular intervals, or more 

frequently on an as-needed basis. 

(7) Modality—(i) Home dialysis. The

interdisciplinary team must identify a 

plan for the patient’s home dialysis or 

explain why the patient is not a can-

didate for home dialysis. 

(ii) Transplantation status. When the 

patient is a transplant referral can-

didate, the interdisciplinary team must 

develop plans for pursuing transplan-

tation. The patient’s plan of care must 

include documentation of the— 

(A) Plan for transplantation, if the 

patient accepts the transplantation re-

ferral;

(B) Patient’s decision, if the patient 

is a transplantation referral candidate 

but declines the transplantation refer-

ral; or 

(C) Reason(s) for the patient’s non-

referral as a transplantation candidate 

as documented in accordance with 

§ 494.80(a)(10). 

(8) Rehabilitation status. The inter-

disciplinary team must assist the pa-

tient in achieving and sustaining an 

appropriate level of productive activ-

ity, as desired by the patient, including 

the educational needs of pediatric pa-

tients (patients under the age of 18 

years), and make rehabilitation and vo-

cational rehabilitation referrals as ap-

propriate.

(b) Standard: Implementation of the pa-
tient plan of care. (1) The patient’s plan 

of care must— 

(i) Be completed by the interdiscipli-

nary team, including the patient if the 

patient desires; and 

(ii) Be signed by team members, in-

cluding the patient or the patient’s 

designee; or, if the patient chooses not 

to sign the plan of care, this choice 

must be documented on the plan of 

care, along with the reason the signa-

ture was not provided. 

(2) Implementation of the initial plan 

of care must begin within the latter of 

30 calendar days after admission to the 

dialysis facility or 13 outpatient hemo-

dialysis sessions beginning with the 

first outpatient dialysis session. Imple-

mentation of monthly or annual up-

dates of the plan of care must be per-

formed within 15 days of the comple-

tion of the additional patient assess-

ments specified in § 494.80(d). 

(3) If the expected outcome is not 

achieved, the interdisciplinary team 

must adjust the patient’s plan of care 

to achieve the specified goals. When a 

patient is unable to achieve the desired 

outcomes, the team must— 

(i) Adjust the plan of care to reflect 

the patient’s current condition; 

(ii) Document in the record the rea-

sons why the patient was unable to 

achieve the goals; and 

(iii) Implement plan of care changes 

to address the issues identified in para-

graph (b)(3)(ii) of this section. 

(4) The dialysis facility must ensure 

that all dialysis patients are seen by a 

physician, nurse practitioner, clinical 

nurse specialist, or physician’s assist-

ant providing ESRD care at least 

monthly, as evidenced by a monthly 

progress note placed in the medical 

record, and periodically while the 

hemodialysis patient is receiving in-fa-

cility dialysis. 

(c) Standard: Transplantation referral 
tracking. The interdisciplinary team 

must—

(1) Track the results of each kidney 

transplant center referral; 

(2) Monitor the status of any facility 

patients who are on the transplant 

wait list; and 

(3) Communicate with the transplant 

center regarding patient transplant 

status at least annually, and when 
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there is a change in transplant can-

didate status. 

(d) Standard: Patient education and 
training. The patient care plan must in-

clude, as applicable, education and 

training for patients and family mem-

bers or caregivers or both, in aspects of 

the dialysis experience, dialysis man-

agement, infection prevention and per-

sonal care, home dialysis and self-care, 

quality of life, rehabilitation, trans-

plantation, and the benefits and risks 

of various vascular access types. 

§ 494.100 Condition: Care at home. 
A dialysis facility that is certified to 

provide services to home patients must 

ensure through its interdisciplinary 

team, that home dialysis services are 

at least equivalent to those provided to 

in-facility patients and meet all appli-

cable conditions of this part. 

(a) Standard: Training. The inter-

disciplinary team must oversee train-

ing of the home dialysis patient, the 

designated caregiver, or self-dialysis 

patient before the initiation of home 

dialysis or self-dialysis (as defined in 

§ 494.10) and when the home dialysis 

caregiver or home dialysis modality 

changes. The training must— 

(1) Be provided by a dialysis facility 

that is approved to provide home dialy-

sis services; 

(2) Be conducted by a registered 

nurse who meets the requirements of 

§ 494.140(b)(2); and 

(3) Be conducted for each home dialy-

sis patient and address the specific 

needs of the patient, in the following 

areas:

(i) The nature and management of 

ESRD.

(ii) The full range of techniques asso-

ciated with the treatment modality se-

lected, including effective use of dialy-

sis supplies and equipment in achieving 

and delivering the physician’s prescrip-

tion of Kt/V or URR, and effective ad-

ministration of erythropoiesis-stimu-

lating agent(s) (if prescribed) to 

achieve and maintain a target level he-

moglobin or hematocrit as written in 

patient’s plan of care. 

(iii) How to detect, report, and man-

age potential dialysis complications, 

including water treatment problems. 

(iv) Availability of support resources 

and how to access and use resources. 

(v) How to self-monitor health status 

and record and report health status in-

formation.

(vi) How to handle medical and non- 

medical emergencies. 

(vii) Infection control precautions. 

(viii) Proper waste storage and dis-

posal procedures. 

(b) Standard: Home dialysis monitoring. 
The dialysis facility must— 

(1) Document in the medical record 

that the patient, the caregiver, or both 

received and demonstrated adequate 

comprehension of the training; 

(2) Retrieve and review complete self- 

monitoring data and other information 

from self-care patients or their des-

ignated caregiver(s) at least every 2 

months; and 

(3) Maintain this information in the 

patient’s medical record. 

(c) Standard: Support services. (1) A 

home dialysis facility must furnish (ei-

ther directly, under agreement, or by 

arrangement with another ESRD facil-

ity) home dialysis support services re-

gardless of whether dialysis supplies 

are provided by the dialysis facility or 

a durable medical equipment company. 

Services include, but are not limited 

to, the following: 

(i) Periodic monitoring of the pa-

tient’s home adaptation, including vis-

its to the patient’s home by facility 

personnel in accordance with the pa-

tient’s plan of care. 

(ii) Coordination of the home pa-

tient’s care by a member of the dialysis 

facility’s interdisciplinary team. 

(iii) Development and periodic review 

of the patient’s individualized com-

prehensive plan of care that specifies 

the services necessary to address the 

patient’s needs and meets the measur-

able and expected outcomes as speci-

fied in § 494.90 of this part. 

(iv) Patient consultation with mem-

bers of the interdisciplinary team, as 

needed.

(v) Monitoring of the quality of water 

and dialysate used by home hemo-

dialysis patients including conducting 

an onsite evaluation and testing of the 

water and dialysate system in accord-

ance with— 

(A) The recommendations specified 

in the manufacturers’ instructions; and 
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